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DETAILED ACTION 

Claim Rejections - 35 USC § 112 

1. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making and 
using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it pertains, or 
with which it is most nearly connected, to make and use the same and shall set forth the best mode contemplated by 
the inventor of carrying out his invention. 

2. Claims 43 - 45 and 49 - 51 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter which was 
not described in the specification in such a way as to reasonably convey to one skilled in the relevant 
art that the inventor(s), at the time the application was filed, had possession of the claimed 
invention. In regards to claims 43 - 45 and 49-51, the specification fails to include a description of 
the guide handle comprising a retention mechanism. To the contrary, page 10, lines 24 - 26 disclose 
the steering handle comprising a retention mechanism. 

Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness 
rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in section 
102 of this title, if the differences between the subject matter sought to be patented and the prior art are such that the 
subject matter as a whole would have been obvious at the time the invention was made to a person having ordinary 
skill in the art to which said subject matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 

4. Claims 1, 2, 8, 15, 24 - 31, 37 and 42 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over U.S. Patent No. 6,638,268 to Niazi in view of U.S. Patent No. 6,408,214 to 
Williams et al. 

In regards to claims 1, 2, 8, 15, 24 - 31, 37 and 42, Niazi a guide catheter including an outer 
sheath (11) having an open lumen and a pre-shaped distal end (Col. 4, lines 4 - 31); an inner sheath 
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(12) having an open lumen configured to receive a payload, the inner sheath disposed within the 
open lumen of the outer sheath, the inner sheath being axially rotatably and longitudinally 
translatable relative to the outer sheath (Col. 3, lines 12 - 15), a distal end of the inner sheath 
conforming to a shape of the outer sheath when the inner sheath is retracted, and the distal end of 
the inner sheath assuming a pre-formed shape when the distal end of the inner sheath is extended 
beyond the distal end of the outer sheath (Col. 3, lines 10 - 23; Col. 4, lines 4 - 8); a steering tendon 
along the outer sheath, a distal end of the tendon connected to a distal tip of the outer sheath (Col. 
3, lines 55 - 61); a guide handle (28) connected to a proximal end of the outer sheath; and a steering 
mechanism (29) pivotably connected to the handle, the steering mechanism connected to a 
proximal end of the tendon and providing a pulling force on the steering tendon in response to 
pivoting of the steering mechanism to adjust a shape of the preshaped distal end of the outer sheath 
(Col. 3, line 61 - Col. 4, line 3). Niazi discloses an occlusion device (21) connected to the distal end 
of the outer sheath (Col. 3, lines 43 - 46). Niazi discloses the outer sheath having a second lumen, 
the steering tendon disposed within the second lumen of the outer sheath (Col. 3, lines 55 - 59). 
Niazi discloses the payload comprising a pacing lead configured for implantation with a coronary 
sinus or branch vessel (Col. 3, lines 29 - 31). Niazi discloses the payload comprising a guide wire 
and a lead having a lumen dimensioned to receive the guide wire (Col. 5, lines 57 - 64). The open 
lumen disclosed by Niazi is capable of receiving a payload comprising an injectable media (Col. 4, 
lines 56 - 58). Niazi discloses the distal end of the inner sheath assuming a pre-formed shape when 
the distal end of the inner sheath is extended beyond the distal end of the outer sheath (CoL 3, lines 
10 - 23; Col. 4, lines 4 - 8), but fails to disclose the pre-formed shape being different from the 
shape of the outer sheath. However, Williams et al. discloses a guide catheter wherein the distal end 
(14) of the inner sheath (10) assumes a pre-formed shape different from the shape of the outer 
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sheath when the distal end of the inner sheath is extended beyond the distal end of the outer sheath 
(Col. 4, lines 39 - 56). It would have been obvious to one having ordinary skill in the art at the time 
the invention was made to modify the inner sheath as disclosed by Niazi to assume a pre-formed 
shape different from the shape of the outer sheath when the distal end of the inner sheath is 
extended beyond the distal end of the outer sheath in order to allow for a substantial number of two 
and three-dimensional curvatures to assist in navigating the catheter through the patient's 
vasculature (Col. 4, lines 56 - 64). 

5. Claims 3, 4, 32, 33, 46 - 48 and 52 - 54 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over U.S. Patent No. 6,638,268 to Niazi in view of U.S. Patent No. 6,408,214 to 
Williams et al. as applied to claims 1 and 24 above, and further in view of U.S. Patent No. 5,409,469 
to Schaerf. 

In regards to claims 3, 4, 32, 33, 46 - 48 and 52 - 54, Niazi in view of Williams et al. fails to 
disclose a longitudinally disposed pre-stress line extending from the proximal end to the distal end 
of the outer or inner sheath, or the guide handle comprising separation grips and at least one 
longitudinally disposed pre-stress line to facilitate separation of the guide handle in at least two 
sections. However, Schaerf discloses a lead introducer having a longitudinally disposed pre-stress 
line (63) extending from the proximal end to the distal end (Col. 5, lines 25 - 45). Schaerf discloses 
the guide handle comprising separation grips (Col. 5, lines 30 - 32) and at least one longitudinally 
disposed pre-stress line (63) to facilitate separation of the guide handle in at least two sections. It 
would have been obvious to one having ordinary skill in the art at the time the invention was made 
to modify the device as disclosed by Niazi in view of Williams et al. to include pre-stress lines and 
separation grips as taught by Schaerf to aid in the removal of the sheath without requiring the sheath 
to be removed from an end of the lead (Col. 5, lines 25 - 29). 
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6. Claims 5, 6, 34 and 35 are rejected under 35 U.S.C. 103(a) as being unpatentable over U.S. 
Patent No. 6,638,268 to Niazi in view of U.S. Patent No. 6,408,214 to Williams et al. as applied to 
claims 1 and 24 above, and further in view of U.S. Patent Application Publication No. 
2001/0039413 to Bo we. 

In reference to claims 5, 6, 34 and 35, Niazi in view of Williams et al. fails to disclose at least 
one electrode on the distal end of the inner or outer sheath, and an electrical conductor being 
coupled to the electrode and being disposed within the inner or outer sheath. However, Bowe 
discloses a guide catheter having at least one electrode on the distal end of the inner sheath and at 
least one electrical conductor coupled to the at least one electrode, the conductor being disposed 
within the inner sheath [0046]. It would have been obvious to one having ordinary skill in the art at 
the time the invention was made to modify the device as disclosed by Niazi in view of Williams et al. 
to include at least one electrode as taught by Bowe in order to provide energy to the tissue to treat 
different ailments of the heart. Furthermore, it would have been an obvious engineering design 
choice to place the electrode as disclosed by Bowe on the outer sheath in that the electrode would 
perform the same function being placed on the outer sheath as well as the inner sheath. 

7. Claims 7, 9, 10, 36, 38 and 39 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
U.S. Patent No. 6,638,268 to Niazi in view of U.S. Patent No. 6,408,214 to Williams et al. as applied 
to claims 1 and 24 above, and further in view of U.S. Patent No. 6,533,770 to Lepulu et al. 

In reference to claims 7, 9, 10, 36, 38 and 39, Niazi in view of Williams et al. discloses an 
occlusion device being connected to the pre-shaped distal end of the outer sheath (Col. 3, lines 43 - 
46). However, Niazi in view of Williams et al. fails to disclose an occlusion device being connected 
to the inner sheath and at least one pressure sensing device connected to the inner or outer sheath. 
However, Lepulu et al. discloses a guiding member having an occlusion device connected to the 
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distal end of the inner sheath and a pressure sensing device located within the inner sheath (Col. 17, 
lines 26 - 35). It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to modify the device as disclosed by Niazi in view of Williams et al. to include 
an occlusion device and a pressure sensing device as taught by Lepulu et al in order to further the 
diagnostic capabilities of the device. Furthermore, placing the occlusion device and the pressure 
sensing device on the inner or outer sheath is a design consideration within the skill of the art. 
8. Claims 11-14, 40 and 41 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
U.S. Patent No. 6,638,268 to Niazi in view of U.S. Patent No. 6,408,214 to Williams et al. as applied 
to claims 1 and 24 above. 

In regards to claims 11,12 and 40, Niazi in view of Williams et al discloses the outer sheath 
having a substantially circular curve proximally adjacent to a strait section, the curve having a bend 
radius ranging from about 0 degrees to about 1 80 degrees and a bend radius from about 1 cm to 7 
cm. Niazi in view of Williams et al. discloses the inner sheath having a substantially circular curve 
proximally adjacent to a strait section, the curve having a bend radius ranging from about 0 degrees 
to about 150 degrees and a bend radius from about 1 cm to 5 cm (Col. 4, lines 4 - 23). However, 
Niazi in view of Williams et al. fails to disclose the tip of the outer sheath having a length of about 1 
cm to 5 cm and the tip of the inner sheath having a length of about 0.5 cm to about 4.0 cm. Niazi 
in view of Williams et al. teaches that the predetermined shape and size of the curve can be changed 
to accommodate different heart sizes (Col. 4, lines 25 - 31). It would have been obvious to modify 
the size and shape of the predetermined curves as needed to accommodate different heart sizes as 
taught by Niazi in view of Williams et al.. 

In reference to claims 13, 14 and 41, Niazi in view of Williams et al. discloses the tendon 
being disposed along the outer sheath (Col. 3, lines 55 - 59), but fails to disclose the tendon being 
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on outer surface of the sheath or within the open lumen of the sheath. However, due to the lack of 
criticality in the specification for the positioning of the steering tendon, it would have been obvious 
to one having ordinary skill in the art at the time the device was made to position the tendon on the 
surface or within the interior of the lumen as desired. 

9. Claims 43- 45 and 49 - 51 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
U.S. Patent No. 6,638,268 to Niazi in view of U.S. Patent No. 6,408,214 to Williams et al. as applied 
to claims 1 and 24 above, and further in view of U.S. Patent No. 5,462,527 to Stevens-Wright et al.. 

In regards to claims 43 - 45 and 49-51, Niazi in view of Williams et al. disclose a guide 
catheter including a guide handle comprising a steering mechanism, but fail to disclose a retention 
mechanism configured to retain the steering mechanism at a fixed position. However, Stevens- 
Wright et al. discloses a guide catheter including a guide handle comprising a retention mechanism 
configured to frictionally lock a steering mechanism at a fixed position (Col. 9, lines 27 - 34). It 
would have been obvious to one having ordinary skill in the art at the time the invention was made 
to modify the guide handle as disclosed by Niazi in view of Williams et al. to include a retention 
mechanism as taught by Stevens-Wright et al. in order to maintain a particular bend in the guide 
catheter (Col. 9, lines 30 - 34). 

Response to Arguments 

10. Applicant's arguments filed 10/11/05 have been fully considered but they are not 
persuasive. Applicant asserts that the prior art fail to teach or suggest a guide handle that includes a 
pivotably disposed steering mechanism. However the Examiner disagrees. Niazi discloses a guide 
handle (28) including thereon a pivotably disposed steering mechanism (29). 
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Conclusion 

11. Applicant's amendment necessitated the new ground(s) of rejection presented in this Office 
action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). Applicant is 
reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE MONTHS 
from the mailing date of this action. In the event a first reply is filed within TWO MONTHS of the 
mailing date of this final action and the advisory action is not mailed until after the end of the 
THREE-MONTH shortened statutory period, then the shortened statutory period will expire on 
the date the advisory action is mailed, and any extension fee pursuant to 37 CFR 1.136(a) will be 
calculated from the mailing date of the advisory action. In no event, however, will the statutory 
period for reply expire later than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Jonathan ML Foreman whose telephone number is (571)272-4724. The 
examiner can normally be reached on Monday - Friday 8:00 am - 4:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, 
Max Hindenburg can be reached on (571)272-4726. The fax phone number for the organization 
where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR system, 
see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR system, 
contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 





